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REMARKS 

Claims 1-50 are presented for the Examiner's review and consideration. In this response, 
ciaims 47-50 have been cancelled; claims 2, 10, 16, 19, 21, 23-26, and 30 have been amended; 
and claims 51-62 have been added. Applicant believes the claim amendments and the 
accompanying remarks herein serve to clarify the present invention and are independent of 
patentability. No new matter has been added. 

Informalities in the Specification 

The specification was objected to because of informalities. 

Applicant has amended the specification, herein, in accordance with the Examiner's 
objections. 

Applicant notes that in the Applicant's copy of the specification as filed, the title of the 
background section appears to be correct; however, the requested amendment has nonetheless 
been provided. 

In addition, a reference inadvertently made to Fig. 31, which should have been made to 
Fig. 30, has been herein corrected. 

Information Disclosure Statement 

The Examiner has requested that Applicant specify a related application which may contain 
Non-Patent Literature referred to in an Information Disclosure Statement. 

This literature was originally provided with Application No. 10/191,751. For the 
Examiner's convenience, however, the Non-Patent Literature has been provided in electronic 
form, herewith. 

Claim Objections 

Claim 24 has been objected to because of informalities. 

Applicant has amended claim 24, herem, in accordance with the Examiner's suggestion. 
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35U,S.C. §102 Rejections 

Claims 1,4-9, 13-15, 18, 24 and 28 were rejected under 35 U,S.C, §102(b) as being 
anticipated by Stein (U.S- Patent No. 5,571,196) C'Stein"). For reasons set forth below, Applicant 
respectfiilly submits that this rejection should be withdrawn. 

Stein discloses replacement of an undersurface of the patella 3 with a low-friction surfece 
which slides in a trough-like prosthesis that replaces the trochlear groove 7 in the distal end 4 of 
the femur 2. (Col. 4, Ins. 10-13). Replacement of the patellar surface is well known in the art and 
is briefly illustrated only for the sake of completeness. (Id). 

The femoral surface 20 (FIG, 2) of the patella 3 is resected to remove any damaged tissue 
and to compensate for an increase of apparent patellar thickness caused by the addition of the 
prosthesis. (coL 4, Ins, 16-19), 

As such, Stein discloses installation of femoral and patellar prostheses. The patellar surface 
is replaced according to a method stated to be well known in the art. Stein thus fails to disclose 
displacing a patella from a normal position to an offeet position with an inner side of the patella 
facing inward. 

The rejection states that Fig. 1 of Stein discloses a patella displaced from a normal position 
to an offset position with an inner side of the patella facing inward. 

Applicant respectfully submits that Fig, 1 of Stein is not directed to a patella in an offset 
position. As described in Stein, FIG. 1 shows a diagram of the distal end of a human femur 2. 
(Col. 3, Ins. 64-65). The knee joint 1 also comprises a separate patella 3 or knee cap which is 
held in place by tendons and ligaments 5. Thus, Fig. 1 appears provided for the purpose of 
describing the knee, generally. 

The rejection llirther states that Fig. 12 of Stein discloses moving at least one implant 
through the incision while the patella is offset from the normal position with the inner side of the 
patella facing inward. 

Applicant respectfully submits that Fig. 12 of Stein shows a diagrammatic, or exploded 
view of the patellar and fibular prostheses, together with the locking peg. As stated in Stein: At a 
proximal end of the indentation 34 the prosthesis 30 bears an aperture 38 for the insertion of a 
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locking implant peg. (CoL 5, Ins. 6-8). The peg (see FIG. 12) is preferably spring- loaded so that 
when it is inserted through the aperture 38 and tightened, it locks in place, thereby resisting 
accidental loosening. (Id), ...A small mallet 102 is then used to strike the downturned distal end 
39 of the prosthesis 30, driving the prosthesis 30 all the way into the machined groove 80 with 
the downturned end 39 contacting the distal end of the femur 2. (CoL 5, ins. 63-67). Drilling a 
hole in the bone (FIG. 4) followed by insertion of the locking implant peg 1 1 0 complete the 
insertion procedure (FIG. 12). (Id). 

Applicant submits that Fig. 12 appears provided to illustrate the role of peg 110. The 
position of the patella is not discussed. It further appears that Fig, 12 highlights the patellar 
implant in juxtaposition with the trough-like surface of the femoral implant into which it is 
intended to fit. This is particularly indicated in light of the absence of any tendons or ligaments 
which might suggest a particular placement of the patella with respect to the knee. That is, no 
particular placement of the patella, during surgery, is discussed or suggested in connection with 
Figure 12. 

In contrast, the present invention discloses a new and improved method of performing 
surgery, and instruments, implants, and other surgical implements that can be used in surgery. 
(Background). Regardless of the type of surgery to be performed, a limited incision may 
advantageously be utilized. (Id). 

With known techniques, the patella is commonly everted from its normal position. When 
the patella is everted, the inner side of the patella is exposed and faces outward away from end 
portions of the lemur and tibia. (T|[0007]). The outer side of the everted patella faces inward 
toward the end portions of the femur and the tibia. (Id). Moving the everted patella to one side of 
end portions of the femur and tibia tends to increase the size of the incision which must be made 
in the knee portion of the patient's leg. (Id). 

Once the incision has been made, a patella in a knee portion of the patient may be offset to 
one side of its normal position, (T|[0012]) When the patella is offset, an inner side of the patella 
faces inward toward the end portions of a femur and tibia, (Id). If desired, the patella can be cut 
and realigned in situ, with minimal or no subluxation. (Id). 
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The articular surface on the patella may be repaired. The defective original articular surface 
on the patella may be removed by cutting the patella while an inner side of the patella faces 
toward a distal end portion of a femur. (|[0021]) The step of cutting the patella may be 
performed while the patella is disposed in situ and is urged toward the distal end portion of the 
femur by connective tissue. (Id). An implant may then be positioned on the patella. (Td). 

It is contemplated that many different surgical procedures could be conducted on the knee 
portion 76 with the patella 120 in the offset position of Fig. 8. (1f[0170]) Furthermore, avoiding 
eversion of the patella 120 significantly reduces stress on the quadriceps/tendon complex. (Id), 
Applicant has found that the stress on the complex is at least 20% less compared to a procedure 
with eversion, thereby decreasing the risks of tearing, damage, and strain. (Id). 

As shown in Fig. 8, a retractor 121 can be used to offset patella 120 and/or maintain patella 
120 in the oto position. (11[0171]) 

The inner side 122 of the patella 120 faces inward toward the distal end portion 124 of the 
femur 126 so that the skin on the knee portion 76 is not excessively stretched by everting the 
patella. (10185]) 

While the patella 120 is in the normal position illustrated in Fig. 35, a guide assembly 464 
(Fig. 36) is positioned relative to the patella. (t[0327]). The guide assembly 464 includes a main 
section 466 (Fig. 36) with a slot 468 having guide surfaces along which a blade 170 of a saw 172 
is moved. (Id). The main section 466 of the guide assembly 464 is positioned relative to the 
patella 120 by a pair of parallel arms 474 and 476. (Id). 

The guide assembly 464 can include inflatable bladders as an adjunct or replacement for 
arms 474 and 476. (T|[0330]), These bladders would elevate the patella 120 to obtain access to 
inner side 122. (Id). 

As such, the present invention discloses displacing the patella during knee surgery from a 
normal position to an offset position, with an inner side of the patella facing inward, and 
positioning a cutting tool proximal to at least one of an upper or lower portion of the leg. 

As noted above, Stein fails to disclose the method by which the patella may be displaced 
during knee surgery, referring instead to methods known in the art. 
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Claim 1 recites, inter alia, a method of performing surgery on a leg of a patient, comprising: 
making an incision in a knee portion of the leg; displacing a patella in the knee portion of the leg 
from a normal position to an offset position with an inner side of the patella facing inward; and 
positioning a cutting tool proximal to at least one of an upper or a lower portion of the leg. 

Accordingly, Applicant respectfully submits that claim 1 is patentable over Stein. As claims 
4-9, 13-1 5, 18, 24 and 28 depend &om Claim 1, these dependent claims necessarily include all 
the elements of their base claim. Accordingly, Applicant respectfully submits that the dependent 
claims are allowable over Stein for the same reasons. 

In light of the foregoing. Applicant requests reconsideration and withdrawal of the section 

102 rejection. 

35U.S.C. §103 Rejections 

Claim 29 was rejected under 35 U.S.C. § 103(a) as being unpatentable over Stein. Claim 22 
was rejected under 35 U.S.C. § 103(a) as being unpatentable over Stein in view of Vukovic (U.S. 
Patent No, 4,369,768) ^Vukovic"). 

As described above, Applicant submits that claim 1 is patentable over Stein, As claims 22 
and 29 depend from claim 1, these dependent claims necessarily include all the elements of their 
base claim. Accordingly, Applicant respectfully submits that the dependent claims are allowable 
over Stein, and Stein in view of Vukovic, for the same reasons. 

In light of the foregoing, Applicant requests reconsideration and withdrawal of the section 

103 rejections. 

Allowable Subject Matter 

Applicants acknowledge with appreciation that claims 31-46 were allowed, and that claims 
2-3, 10-12, 16-17, 19-2L 23, 25-27, and 30 were objected to as being dependent upon a rejected 
base claim, but would be allowable if rewritten in independent form including all of the 
limitations of the base claim and any intervening claims. 



21 



Applicant: Peter M Bonutti 
Application No.: 10/684,904 
Examiner: M, HofliTian 



In accordance with the objection, Applicant has amended claims 2, 10^ 16, 19, 2L 23, 25, 
26 and 30 to be in independent form, incorporating the subject matter of their respective 
intervening claims. New claims 51-62, supported in the specification as filed, depend from claim 
30, and are thus allowable for the same reason. Accordingly, favorable consideration is 
requested. 

Claim 3 depends from claim 2; 1 1-12 from 10; 17 from 16; 20 ftom 19; and 27 from 26, As 
such, these dependent claims necessarily include all the elements of their base claim. 
Accordingly, fevorable consideration of the dependent claims is requested, as well. 



In the light of the foregoing remarks, this application is now in condition for allowance and 
early passage of this case to issue is respectfully requested. If any questions remain regarding this 
amendment or the application in general a telephone call to the undersigned would be 
appreciated since this should expedite the prosecution of the application for all concerned. 

A fee of $1,800 is believed to be due for 7 additional independent claims, and 8 additional 
dependent claims, and a l\irther $120 is due for a one month extension. However, please charge 
any other required fee (or credit overpayments) to the Deposit Account of the undersigned. 
Account No, 503410 (Docket No. 780-A03-012B). 



Customer M umber; 33771 

FLEIT KAIN GIBBONS GUTMAN BONGINl & BIANCO P.L. 

21355 East Dixie Highway, Suite 115 

Miami, Florida 33 180 

Tel: 305-^830-2600; Fax: 305-830-2605 

e-mail: pbianco@focusoiiip.com 



Conclusion 



Respectfully submitted, 




Paul D. Bianco, Reg, # 43,500 
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